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DETAILED ACTION 



Claims 1-12 are pending in this application and were examined on their merits. 



Claim Objections 

Claim 12 is objected to because of the following informalities: The word 
"surfactant" is misspelled. Appropriate correction is required. 



Claim Rejections - 35 USC §112 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 7 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear from the claims and disclosure what is meant by 
"different measurement conditions", for example does this apply to pH, temperature, 
reaction components, etc.? 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-6 and 8-12 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Sugiuchi (6,794,157 B1). 

Sugiuchi teaches a method for measuring cholesterol in low density lipoprotein 
(LDL) and total cholesterol in a biological sample, whereby cholesterol in LDL and total 
cholesterol in a biological sample are quantified with a single measurement (Column 12, 
Lines 5-60 and Column 13, Lines 54-66 and Column 14, Lines 1-54). 

Sugiuchi teaches a method wherein the first step comprises reacting cholesterol 
in lipoproteins other than LDL in a biological sample, and a second step in which 
cholesterol in the remaining LDL is reacted (Column 12, Lines 5-60). 
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Sugiuchi teaches a method wherein a measurement value reflecting the existing 
amount of cholesterol in lipoproteins other than the LDL in a biological sample and a 
measurement value reflecting the existing amount of cholesterol in the LDL are obtained 
with a single measurement and then the existing amounts of cholesterol in the LDL and 
total cholesterol in the biological sample are simultaneously measured based on the two 
previous values (Column 12, Lines 5-60 and Column 13, Lines 54-66 and Column 14, 
Lines 1-54). 

Sugiuchi teaches a method wherein in the presence of a surfactant acting on 
lipoproteins other than LDL, the first step comprises causing cholesterol esterase and 
cholesterol oxidase to act on lipoproteins other than the LDL in a biological sample, 
converting the generated hydrogen peroxide into a quinine dye and then measuring the 
generated NADH (Column 12, Lines 5-60 and Column 9, Lines 21-57). 

Sugiuchi teaches a method wherein the second step comprises adding a 
surfactant acting at least on the LDL to the reaction product of the first step, causing 
cholesterol esterase and cholesterol oxidase to act on the remaining LDL and then 
measuring generated NADH (Column 12, Lines 5-60 and Column 9, Lines 47-57). 
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Sugiuchi teaches a method wherein cholesterol in LDL in blood is quantified by 
finding the difference between absorbances obtained as measurement values in the first 
and second steps (Column 12, Lines 55-59). 

Sugiuchi teaches a method wherein total cholesterol is quantified by finding total 
absorbance based on a change in absorbance obtained as a measurement value in the 
first step and a change in absorbance as a measurement value in the second step 
(Column 14, Lines 39-43). 

Sugiuchi teaches a reagent composition for simultaneously measuring 
cholesterol in LDL and total cholesterol in a biological sample (Column 13, Lines 54-66 
and Column 14, Lines 1-44). 

Sugiuchi teaches a reagent composition which comprises a surfactant acting on 
lipoproteins other than LDL, a surfactant acting on at least LDL, cholesterol esterase, 
and cholesterol oxidase (Column 13, Lines 15-51). 

Sugiuchi teaches a reagent composition which comprises the surfactant acting 
on lipoproteins other than LDL, the surfactant acting on at least LDL, cholesterol 
esterase, and cholesterol oxidase (Column 13, Lines 15-51). 
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It is deemed inherent in the method of Sugiuchi that a method yielding the 
concentrations of HDL and LDL in a biological sample would necessarily then be able to 
provide one with the total cholesterol value based on the addition of the two values. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sugiuchi (6,794,157 B1). 

The teachings of Sugiuchi were discussed above. 

Suguichi does not teach a method in which analysis is carried out under different 
measurement conditions with a single measurement using an automated analyzer for 
clinical and chemical examination. 
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It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to utilize the method of Sugiuchi for determining LDL and total 
cholesterol in a biological sample with an automated analyzer method for clinical and 
chemical examination because this would serve to make the process more efficient and 
timely, desired characteristics in testing processes used in clinical settings. The 
ordinary artisan would have been motivated to apply the automated analyzer to the 
method of Sugiuchi in order to conduct the process in a more high-throughput fashion. 
The ordinary artisan would have had a reasonable expectation of success because of 
the prevalence and familiarity that the ordinary artisan would have had with automated 
analyzation methods and apparatus. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole is prima facie obvious to one with 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence or evidence to the contrary. 



No Claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul C. Martin whose telephone number is 571-272- 
3348. The examiner can normally be reached on M-F 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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